DIMETAPP PAEDIATRIC- brompheneramine maleate, pseduephedrine
hydrochloride elixir
GlaxoSmithKline Consumer Healthcare Holdings (US) LLC

Dimetapp® Paediatric Elixir

PRINCIPAL DISPLAY PANEL - 118 ml Bottle Carton
READ DIRECTIONS CAREFULLY
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Dimetapp®

Paediatric

Elixir

Relieves:

1. Nasal Congestion
2. Sneezing

3. Runny Nose

4. Sniffing

GREAT
GRAPE TASTE

ALCOHOL-FREE
4 FL OZ 118 ml
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Illmetapp

Paediatric
Elixir

Relieves:
Nasal Congestion

Sneezing
Runny Nose

ALCOHOL-FREE

4 FL 0Z

PRINCIPAL DISPLAY PANEL - 118 mL Bottle Carton - Adult
Dimetapp®

Elixir

NASAL DECONGESTANT
ANTIHISTAMINE

GREAT GRAPE TASTE
FOR CHILDREN & ADULTS

RELIEVES COLD AND
ALLERGY SYMPTOMS

NASAL CONGESTION

s (Pfizerg
Dimetapp

Paediatric
Elixir

Each 5 m| contains;
Brompheniramine Maleale.......... 1 mg
Preudoephedrine Hydrochloride . 1Emu

Preservalive:
Sodium Benzoate ............... 0.1%: mfv

DXEAGE AND DIRECTIONS FOR USE:
Children: Do nol use im children under
2 years ol age,

2- & years: Consult & healtheare
prodessional bebore uze. 5 mi {1 tsp)
wiery A fo 6 heomrs.

6 - 12 years: 10 ml (2 tsp)

every 4 1o 6 hoars.

Store below 25°C. Probect from light
KEEP OUT OF REACH OF CHILDREM.

WARNMNGS:

This med|cine mey [ead io drowsiness
and impaired concentration, which may
b apgravabed by simualaneoas infake
ol alshel or othier eenbral nervous
gysiem depressant apents.

Marketed by / Bemark deur:

Pfizer Comsamer Heallhcare
Applicand [ Applilkant: Pizer
Laboratories [Pry) L / (Edms) Bpk

Co. Aeg. He./Mpy. Regne. 1954078187
85 Bude Lame / Laan

Samlion 2106, South Africa / Suid Akika
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Inactive ingredients: arbfical grape
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Product Information
Product Type

DIMETAPP PAEDIATRIC

brompheneramine maleate, pseduephedrine hydrochloride elixir

HUMAN OTC DRUG

Item Code (Source)

NDC:0031-2251




Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

BROMPHENIRAMINE MALEATE (UNII: IXA7C9ZN03) (BROMPHENIRAMINE -
UNII:H57G17P2FN)

PSEUDOEPHEDRINE HYDROCHLORIDE (UNII: 6V9V2RY]8N)
(PSEUDOEPHEDRINE - UNII:7CUC9DDI9F)

Inactive Ingredients

Ingredient Name
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBITOL (UNII: 506T60A25R)
GLYCERIN (UNIl: PDC6A3COO0X)
ANHYDROUS CITRIC ACID (UNIl: XF417D3PSL)
TRISODIUM CITRATE DIHYDRATE (UNIl: B22547B95K)
SUCRALOSE (UNII: 96K6UQ3ZD4)
FD&C BLUE NO. 1 (UNIl: H3R47K3TBD)
WATER (UNIl: 059QFOKOOR)
FD&C RED NO. 40 (UNIl: WZB9127XO0A)

Product Characteristics

Basis of Strength Strength

BROMPHENIRAMINE
MALEATE

PSEUDOEPHEDRINE
HYDROCHLORIDE

Color PURPLE Score
Shape Size
Flavor GRAPE Imprint Code
Contains
Packaging
# Item Code Package Description rEraEle, SR
Date
1 NDC:0031-2251- 4 i 1 carTON 09/14/2015
1 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
2 QEC:°°31'2251' 1in 1 CARTON 08/08/2016
2 118 mL in 1 BOTTLE; Type 0: Not a Combination
Product
3 [DC0031-2251 1 in 1 carTON 08/08/2016
3 118 mL in 1 BOTTLE; Type 0: Not a Combination

Product

Marketing Information

Marketing Application Number or Monograph
Category Citation

Marketing Start
Date

1 mg
in 5 mL

15 mg
in 5 mL

Strength

Marketing End
Date

Marketing End
Date
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